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DETAILED ACTION 
Claims 1-23 are pending. Applicants amended claims 9, 11, 13-14, 18-20, and 22-23. 
Receipt and consideration of Applicants' amended claim set and remarks/arguments submitted 
on September 29, 2006 is acknowledged. 

Specification 

The objection to the specification due to the improper use of the trademarks 
PLURONIC® [00022] and TWEEN® [00022] is withdrawn , because said trademarks are now 
correctly capitalized throughout the specification as a result of Applicants' amendments. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

The rejection of claims 9, 11, 13, 18, and 20 under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn , per Applicants' amendments to said claims to 
replace trademarks with equivalent chemical names. 

Response to Arguments 

Applicant's arguments, see page 9, filed September 29, 2006, with respect to claims 9, 
11, 13, 18, and 20 have been fully considered and are persuasive. The rejection of claims 9, 1 1, 
13, 18, and 20 under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 
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particularly point out and distinctly claim the subject matter which applicant regards as the 
invention has been withdrawn. 



Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue; and 
resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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The rejection of claims 1-3, 5-7, 12, 15-16, and 21 under 35 U.S.C. 103(a) as being 
unpatentable over Trimmer et al (WO 96/10630) is maintained for the reasons of record set 
forth on pages 4-6 of the previous office action mailed on June 14, 2006 and further articulated 
below. 

Response to Arguments 
Applicant's arguments filed September 29, 2006 have been fully considered but they are 
not persuasive. Applicants traversal of this rejection is based on their assertions that Trimmer 
does not teach a method of treating the surface of microprotrusions, such as rinsing with a 
wetting agent as taught in claim 1 of the instant application. The Examiner respectfully 
disagrees. Applicants admitted on the record (see page 12, 4 th paragraph of the 
remarks/arguments) that Trimmer does teach a method of microprotrusions. Applicants then 
asserted that the method taught by Trimmer did not read on those claimed by Applicants, 
because the ethanol soak/water rinse taught by Trimmer does not constitute a rinse with a 
wetting agent. This is incorrect, because the term "wetting agent" is not defined in the 
specification to exclude liquids that could wet a surface. Applicants' description of wetting 
agents to include amphiphilic molecules is not a definition and thus does not set forth clear metes 
and bounds for this term (see [0021]-[0022]). Therefore, a person of ordinary skill in the art 
would conclude that a reasonable broad interpretation of the term "wetting agent" includes 
liquids that could "wet" a surface. It is also noted that Applicants' method incorporating the 
pretreatment of a surface is not limited to chemical etching. Applicants' have not defined the 
term "chemical treatment" and therefore a reasonably broad interpretation of this term would not 
be limited to treatments that pit the surface. As a result, soaking in ethanol reads on chemical 



Application/Control Number: 10/608,304 Page 5 

Art Unit: 1616 

treatment, because ethanol is a chemical. Regarding claims 5-6, it would have been obvious to a 
person of ordinary skill in the art that techniques utilized to clean silicon in preparation of 
microprojections would also be reasonably expected to serve a similar purpose prior to coating, 
if needed. Furthermore, it is the Examiner's position that the ordinary skilled artisan would have 
realized that techniques used in preparing microprojections from silicon, as taught by Trimmer, 
such as cleaning with a mixture of HC1 and hydrogen peroxide (i.e. a wetting agent); (2) 
oxidation by heating in an electrically heated quartz furnace; (3) etching in buffered hydrofluoric 
acid; (4) cascade rinsing; and (5) etching in an aqueous solution of KOH (i.e. an alkaline 
solution) could also be used to clean the surfaces of the fabricated microprojections prior to 
coating. This would have been obvious to the ordinary skilled artisan because these techniques 
yield etched silicon surfaces (microprojections) and said etched surfaces could only result from 
the removal of silicon, along with any undesirable surface contaminants (e.g. organics and/or 
native oxide) from the surface. In other words, it would have been apparent to the ordinary 
skilled artisan that exposure of the fabricated microprojections to any of the methods taught by 
Trimmer, albeit for shorter periods of time than those required in fabrication, would remove 
extraneous impurities and yield a "clean" surface ideally suited for coating. Regarding claim 12, 
it would also have been obvious to a person of ordinary skill that the term "biological material," 
which Trimmer teaches can be applied as a film or coating onto his invented microprobes, 
includes proteins and peptides. Proteins and peptides are art recognized biological materials. A 
skilled artisan would have had a reasonable expectation of successfully forming a film of the 
biological materials taught by Trimmer on his invented microprobes, because the step of drying a 
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coating formulation is conventional. Applicants 5 data in the specification was noted. Applicants 
have not claimed any unexpected or surprising results. 

In summary, it is the Examiner's position that an ordinary skilled artisan at the time of 
the instant invention would have concluded that claims 1-3, 5-7, 12, 15-16, and 21 are prima 
facie obvious over the teachings of Trimmer et al. (WO 96/10630). 

The rejection of claims 8-10, 13, 17-19, and 22 under 35 U.S.C. 103(a) as being 
unpatentable over Trimmer et al. (WO 96/10630) as applied to claims 1-3, 5-7, and 15-16 above, 
and further in view of Baum (U.S. Patent No. 6,294,515) is maintained for the reasons of record 
set forth on pages 6-8 of the previous office action mailed on June 14, 2006 and further 
articulated below. 

Response to Arguments 

Applicant's arguments filed September 29, 2006 have been fully considered but they are 
not persuasive. Applicants traversal of this rejection is based on their assertions that (1) Trimmer 
allegedly does not teach a method of treating the surface of microprotrusions, such as rinsing 
with a wetting agent as taught in claim 1 of the instant application, and that this deficiency is not 
cured by the teachings of Baum and (2) the inclusion of a wetting agent taught by Baum in the 
drug coating solution of Trimmer does not capture the steps of Applicants' claim because surface 
treatment occurs prior to application of a drug coating solution. 

The Examiner respectfully disagrees with Applicants' traversal arguments. Traversal 
argument (1) was addressed above in the instant office action and is reiterated here, but not 
reproduced for conciseness. Regarding the second traversal argument, it is noted that 
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Applicants' claim language does not preclude the inclusion of wetting agents in the coating 
formulation nor prohibit the combination of the step of rinsing with a wetting agent with the 
steps of providing and applying a coating formulation. Applicants' data in the specification was 
noted. Applicants have not claimed any unexpected or surprising results. 

In summary, it is the Examiner's position that an ordinary skilled artisan at the time of 
the instant invention would have concluded that claims 8-10, 13, 17-19, and 22 are prima facie 
obvious over the combined teachings of Trimmer et al. (WO 96/10630) and Baum (U.S. Patent 
No. 6,294,515). 

The rejection of claim 4 under 35 U.S.C. 103(a) as being unpatentable over Trimmer et 
al. (WO 96/10630) as applied to claims 1-3, 5-7, and 15-16 above, and further in view of Heinz 
et al. (US 2002/0012741) is maintained for the reasons of record set forth on pages 8-9 of the 
previous office action mailed on June 14, 2006 and further articulated below. 

Response to Arguments 
Applicant's arguments filed September 29, 2006 have been fully considered but they are 
not persuasive. Applicants traversal of this rejection is based on their assertions that (1) Trimmer 
allegedly does not teach a method of treating the surface of microprotrusions, such as rinsing 
with a wetting agent as taught in claim 1 of the instant application, and that this deficiency is not 
cured by the teachings of Heinz and (2) it would allegedly not be obvious to utilize a plasma 
treatment method as a microprobe pre-conditioning step based on the teachings of Heinz. 
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The Examiner respectfully disagrees with Applicants' traversal arguments. Traversal 
argument (1) was addressed above in the instant office action and is reiterated here, but not 
reproduced for conciseness. Regarding the second traversal argument, it is noted that plasma 
treatment is a conventional step in the pre-conditioning of a surface (Heinz). The surfaces Heinz 
teaches as being pre-treated with plasma include the surfaces of a syringe (i.e. a medical 
product). It is commonly known that syringes are made of glass and that glass is derived from 
silicon materials. An ordinary skilled artisan would have had a reasonable expectation that pre- 
conditioning via plasma treatment of surfaces of silicon-based materials such as the glass in a 
syringe could successfully be applied to the microprotrusions taught by Trimmer, because 
Trimmer teaches that microprotrusions can be made from silicon wafers using plasma treatment. 
An ordinary skilled artisan would have been motivated to modify the teachings of Trimmer to 
utilize plasma treatment as an alternative or even supplemental pre-conditioning treatment prior 
to application of a coating formulation, because this is an art recognized conventional step. 
Applicants' data in the specification was noted. Applicants have not claimed any unexpected or 
surprising results. 

In summary, it is the Examiner's position that an ordinary skilled artisan at the time of 
the instant invention would have concluded that claim 4 is prima facie obvious over the 
teachings of Trimmer et al. (WO 96/10630) and Heinz et al. (US 2002/0012741). 

The rejection of claims 1 1, 14, 20, and 23 under 35 U.S.C. 103(a) as being unpatentable 
over Trimmer et al. (WO 96/10630) as applied to claims 1-3, 5-7, and 15-16 above, and further 
in view of Jain et al. (U.S. Patent No. 4,505,890) is maintained for the reasons of record set 
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forth on pages 9-11 of the previous office action mailed on June 14, 2006 and further articulated 
below. 

Response to Arguments 

Applicant's arguments filed September 29, 2006 have been fully considered but they are 
not persuasive. Applicants traversal of this rejection is based on their assertions that (1) Trimmer 
allegedly does not teach a method of treating the surface of microprotrusions, such as rinsing 
with a wetting agent as taught in claim 1 of the instant application, and that this deficiency is not 
cured by the teachings of Jain and (2) the inclusion of HPMC taught by Jain into a drug coating 
solution of Trimmer does not capture the steps of Applicants' claim because surface treatment 
occurs prior to application of a drug coating solution. 

The Examiner respectfully disagrees with Applicants' traversal arguments. Traversal 
argument (1) was addressed above in the instant office action and is reiterated here, but not 
reproduced for conciseness. Regarding the second traversal argument, it is noted that 
Applicants' claim language does not preclude the inclusion of wetting agents (e.g. HPMC) in the 
coating formulation nor prohibit the combination of the step of rinsing with a wetting agent with 
the steps of providing and applying a coating formulation. Applicants' data in the specification 
was noted. Applicants have not claimed any unexpected or surprising results. 

In summary, it is the Examiner's position that an ordinary skilled artisan at the time of 
the instant invention would have concluded that claims 11, 14, 20, and 23 are prima facie 
obvious over the combined teachings of Trimmer et al. (WO 96/10630) and Jain et al. (U.S. 
Patent No. 4,505,890). 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

The rejection of claims 1-3, 5-7, and 15-16 on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-12 of U.S. Patent No. 6,855,372 
(USPN '372) in view of Trimmer et al. (WO 96/10630) is maintained for the reasons of record 
set forth on pages 11-12 of the previous office action mailed on June 14, 2006 and further 
articulated below. 

Response to A rguments 

Applicant's arguments filed September 29, 2006 have been fully considered but they are 
not persuasive. Applicants traversal of this rejection is based on their assertions that none of the 
claims of USPN '372 teach a step of treating the surface of one or more microprotrusions 
selected from the group including rinsing with a wetting agent and that the teachings of Trimmer 



do not cure this deficiency. The Examiner respectfully disagrees, because, as Applicants' 
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admitted and as the Examiner has further articulated above in the instant application, Trimmer 
does teach a method of pre-treating a surface. 

In summary, it is the Examiner's position that an ordinary skilled artisan at the time of 
the instant invention would have concluded that claims 1-3, 5-7, and 15-16 are prima facie 
obvious on the ground of nonstatutory obviousness-type double patenting as being unpatentable 
over the cited claims of U.S. Patent No. 6,855,372 (USPN '372) in view of Trimmer et al. (WO 
96/10630). 

The provisional rejection of claims 1-3 and 15-16 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 29-30 and 33-38 of 
copending Application No. 10/674,626 (copending c 626) is withdrawn , per Applicants' 
persuasive arguments. 

Response to Arguments 
Applicant's arguments, see pages 15-16, filed September 29, 2006, with respect to claims 
1-3 and 15-16 have been fully considered and are persuasive. The rejection of claims 1-3 and 
15-16 on the ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claims 29-30 and 33-38 of copending Application No. 10/674,626 (copending ; 626) is 
withdrawn. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. The following references are considered to be pertinent because these demonstrate 
the cleaning of silicon surfaces using chemical etching and/or plasma treatment: Kitamura et al. 
(U.S. Patent No. 5,066,630); Ohmi, T. et al. J. Electrochem. Soc. 1993, 140(3), pp 804-810; and 
Kim, C.-K. et al. Korean 1 ofChem. Eng. 1996, 13(3), pp 328-330. 

Claims 1-23 are rejected. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is (571) 
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272-5548. The examiner can normally be reached on M-F, 9:00-6:30, with every other Friday 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0664. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

James H. Alstrum-Acevedo, Ph.D. 
Patent Examiner 
Technology Center 1600 



Johann Richter, Ph. D., Esq. 
Supervisory Patent Examiner 
Technology Center 1600 
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